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REMARKS 

Claims 1 and 3-21 were pending in this ai>plication. Claims 22-30 have been added. Thus, claims 
1 and 3-30 are cunently pending. Reconsideration of this application in light of the above amendments 
and the following remarks is requested. 

Rclecttons under 35 U,S,C. 8112 

Claim 1 

Claim 1 was rejected under 35 U.S.C. §1 12» first paragraph, for having a non-enabling disclosure 
and &iture to comply with the written description requirement. Claim 1 was also rejected under 35 U«S.C. 
S 1 12, second paragraph, as being incomplete for omitting essential structural cooperative ndationsbips of 
elements. Claim 1 has been amended to include an indication surface. 

Accordingly, Applicants respectfully request that the Examiner withdraw the S 1 12 rejection of 

claim 1» 

Raiectioni under 35 IJAC, gl02 
Claim 1 

Claim 1 recites: 

An insertion device trajectory system fbr use with an insertion device in treating a patient, 

comprising: 

an energy source for producing an energy path in a direction away from the 

patient; 

an indicadon sur&oe for indicating a tr^ectory of the energy path, thereby 
indicating any trajectory conection required for the insertion device; and 

a mechanism by which die energy souree can be attached to the insertion device. 

Claim 1 was rqjected under 35 U.S.C. $102(b} as being anticipated by each of U.S. Patent 
No. 4,637,012 to Burgin C'Burgin") and U.S. Patent No. 6,428«180 to Karram C'Kanram''). 
The PTO provides in MPEP §2131 that 

^[t]Q anticipate a claim, the reference must teach evety element 
of the claim,.,, " 

Therefore, to sustain this rejecdon with respect to clabn 1, each of Bui^gin and Kanam must 
contain all of the above claimed elements of the claim. However, as shown below Burgin and Kanam do 
not contain all of the claimed elements of claim 1 . 
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The most recent Office Action again asserts that "both Bui^n and Karram teach insertion devices 
that illuminate the area at which the devicea make contact. Once the user ilhuninates an area, it is dear 
whether the area illuminated is the couect insertion area or not If the area illuminated by the device is not 
the correct insertion site the user may move the device to another location, therefore using the devices to 
indicate a required trajectory comction." Applicants respectfully disagree that this approach indicates any 
trajectory correction required for the device. Rather, such an approach would simply indicate, as noted by 
the Examiner, whether the illimiinaied area was the coneci insertion site, not whether the trajectory of the 
device should be changed. 

Regardless of the above argument, neither Burgin nor Karram disclose "producing an energy path 
away irom the patient*' as required by amended claim 1. Thus, neither Biugin or Karram teach all of the 
elements of claim 1 . 

Thus» the § 102(b) rejection of claim I Is not supported by either of the Burgin or Karram 
references, and should be withdrawn. Accordingly, Applicants respectfully request the ETiaminer 
wid)draw the § 102(b) rejection of claim L 

Claims 3-9. ILand 12 

Claims 3-9, 1 1, and 12 were rejected under 35 U.S.C. § 102(b) as being anticipated by either 
Burgin or Karram. However^ as demonstrated above neither Buigin nor Karram contain all of the claimed 
elements of claim 1 » Claims 3-9, 1 1, and 1 2 depend from and furdier limit claim 1 « Thereforo, the 
§ 1 02(b} rejection of claims 3-9, 1 1 , and 1 2 is not supported by the Burgin or Karram references* and 
should be withdrawn. Accordingly, Applicants respectfully request the Eacaminer withdraw the § 1 02(b) 
rgection of claims 3-9, 1 1, and 12. 

Claim 13 

Claim 13 recites: 

A medical alignment device for use with an instrument in treating a patient, comprising: 

an energy source located on the instrument wherefei the energy source pt^xluces an 

energy path away from the patient; 

a reflecting element for reflecting the energy path; and 

a sur&ee for indicating the proximity of the reflected energy path to die raiergy 

source to indicate any alignment correction required for the instrument 
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Ctaim 13 was rejected under 35 U.S.C. § 102(b} as being anticipated by eadi of Burgin and 
KanHin. Therefore* to auatain this rejection with reapect to clflini 13, each of Burgin and Korram muat 
contain all of the above claimed elements of the claim. However, as shown below Burgin and Kaixam do 
not contain all of the claimed elements of claim 13. 

Again, a& desciibed in more detail with Tespect to cloim 1, Applicants respectfully disagree that the 
approaches used in Burgin and Karram will indicate any trajectoiy correction required for a device. 
Rfifher. as noted by the Examiner, the approach used in these leferenocs would sixnply indicate whether Ae 
ilhmiinated area was the correct insertion site* not whether the trajectoiy of the device should be changed. 

However, regardless of the above argument, neither Burgin nor Karram disclose 'the energy 
source produces an energy path away from the patient" as required by amended claim 13. Thus, neither 
Biirgm or Kanam teach all of Ae elements of claim 13. 

Thus, the § 102(b) rejection of claim 1 3 is not supported by either of the Bmgin or Kairam 
references, and should be withdrawn. Accordingly, Applicants respectfully request the Examiner 
withdraw the § 102(b) rejection of claim 13. 

Claims 14-1(? 

Claims 14-16 were rejected under 3S U.S.C. § 1 02(b) as being anticipated by Burgin, However, 
daims 14-16 dqTend from and further limit claim 13. ThereforOi the § 102(b) rejection of claims 14-16 is 
not supported by the Burgin reference, and should be withdrawn. Accordingly, Applicants respectfully 
request the Examiner withdraw the § 102(b) rejection of claims 14-16, 

Claim 18 recites: 

A method of aligning a medical instrument used in treating a patient, the method 
oomprising: 

generating an energy path from an energy source located on the medical 
instrument, the energy path directed away fh»n the patient; and 

reflecting the energy path so that a proximity of the reflected energy path to the 
energy source indicates any alignment correction required for the insertion device. 

Claim 1 S was rejected under 35 U.S.C. § 1 02(b) as being anticipated by each of Burgin and U.S. 
Patent No. 5^647,373 to Paltieii C*Paltieii"). 
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Therefore^ to sustain this rejection with reapect to claim IS, each of Burgin and Paltieli must 
contain all of tbe above claimed elements of the claim. However, Buigin and Pahieli do not contain all of 
the claimed elements of amended claim 1 8. Specifically, neither Burgin nor Paltieli disclose generating an 
''energy path directed away from the patient." 

Thus, the g 1 02(b} rejection of claim 1 8 is not supported by either of the Burgin or Paltieli 
referencea, and should be withdrawn. Accordingly, Applicants respectfliUy request the Examiner 
wididraw die §1 02(b) rejection of claim 1 8. 

Ciflims 19-21 

Claims 19-21 were also rejected under 35 U*S.C. §102(b) as being anticipated by Burgin and 
Paltieli. However, claims 19-21 depend from and further limit claim 18. Therefoi^ the §102(b) rejection 
of claims 19-21 is not supported by either of the Burgin or Paltieli references, and should be withdrawn. 
Accordingly^ Applicants respectfully request the Examiner wididraw the § 102(b) rejection of claims 19- 

Reiectiona Under 3S fil03 
Claim 10 

Claim 10 was rq'ecled under 35 U.S.C. § 103(a) as being unpatentable over Karram in view of 
U.S. Patent No. 3,628,523 to Pirtle ("Pirtle"). Applicant traverses this r^ection on the grounds that these 
references arc defective in establishing a prima facie case of obviousness with respect to claim 10. 

As the pro tecognizea in MPEP § 2142: 

... Tlie Examiner bears the initial burden of factually supporting 
any prima Jacle conclusion of obviousness, If the Examiner does not 
produce a prima facie case, the Applicant is under no obligation to 
submit evidence of nonobviousness,.. 

It is submitted that« in the present case, the Examiner has not factually supported a prima facie 
case of obviousness for the following mutually exclusive reasons. 
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1. Even when comblncdt the references do not te»ch the clamed subject matter 
As piovided in 35 U.S.C. §103: 

A patent may not be obtafnftd (f the dfjB^fmces between the 
subject matter sought to be patented and the prior art are such that the 
subject matter €is a whole would have been obvious at the time the 
invention was made to a person htiving ordinary skill in the art to y^hich 
the subject matter pertains ... (Emphasis added) 

ThuB^ when evaluating a claim for determining obviousness, an limitationg of the claim mmt be 
evalnatfld . Examiner asserts that Kairam discloses all aspects of claims 1 and 9. However, as illustrated 
above, Kanam does not disclose all aspects of claim 1 or claim 9. Again, Applicants respectfully disagree 
that the approach disclosed in Karrom indicates any tiajectoiy correction required for the device Rather, 
such an approach simply indicates whether the illuminated area is the oonect insertion site, not whether the 
trajectoiy of the device ahould be changed. Regardless, neither Kanam nor Pirtle disclose "producing an 
energy path away fhim the patient" as required by claim 1, which claim 10 depends from and further 



Thus, for this mutually exclusive reasonp the Examiner's burden of factually supporting a prima 
facie case of obviousDess has clearly not been met with respect to claim 10. Therefore, Applicants 
respectflilly request Examiner withdraw the rgcaion of claim 10 under 35 U.S.C. § 103(a). 



There is still another mutually exclusive and compelling reason why Karram and Pirtle cannot be 
applied to reject claim 10 under 35 U.S.C. § 103(b). The MPEP provideg in §2142 that 



.,.the Examiner must st^ backward in time and into the shoes 
worn by the hypothetical 'person qf ordinary skill in the art ' when the 
invention was unknown and Just before it was made...,.The Examiner 
must put aside knowledge of the Applicant 's disclosure, ttj/hun from 
using hindsight, and consider the subject matter claimed *as a whole \ 



Here, neither Karram nor Pirtle teaches, or even suggests, the desirability of the oombination since 
neidier teaches reflecting an energy path to indicate trajectory carreotianB required for the insertion device 
nor teaches producit:^ an energy path away fiom the patient as recited in claim 1, which claim 10 depends 
from and further limits. 



limits. 



2. 



The oombinatioa of refereni» is improper 
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Thus» it is clear that neither reference provides any moentive or motivation supporting the 
desirability of the combination* Therefore* there is simply no basis in the art for combining the references 
to support a 35 U.S.C. § 1 03(a) rejection of claim 10. 

In this conte?Lt, the MPEP fiiither provides at §2 143.0 1 : 

71ie mere fact that references can be combined or modified does 
not render (he resultant combination obvious unless the prior art also 
suggests the desirability of the combination. 

In the above context, the courts have repeatedly held that, absent some teaching, suggestion or 
incentive supporting combinatiim^ obviousness cannot be established by combining the teachings of the 
prior ait to produce the claimed invention. In the present case, it is clear that the Examiner's combination 
arises solely from hindsight based on the inv^tion and without any showings suggestion, incentive, or 
motivation in either reference for the combination as applied to claim 1 0. Therefbre» for this mutually 
eocclusive reason, the Examiner's burden of factually supporting a prima facie case of obviousness has 
clearly not been met with respect to claim 10. Therefore, Applicants respectfully request Examiner 
withdraw the rejection of claim 10 under 35 U.S.C. §103(a}. 

Claims 13 and 17 

Claim 13 recites; 

A medical alignment device ibr use with an instrument in treating a patient, comprisfavg: 
an energy source located on the instrument wherein the energy source produces an 

energy path away from the patient; 

a reflecting clement for reflecting the energy path; and 

a surfece for indicating the proximity of the reflected energy path to the energy 

source to indicate any alignment correction required for the inatnment. 

Claims 1 3 and 17 were rpjcctod under 35 U.S.C. § 103(a) as beir^ unpatentable over U.S. Patent 
Na 5,598,269 to Kitaevich C'Kitaevich") in view of U.S. Patent No. 5,957,933 to Yanof C'Yanof). 
Applicant traverses these rejections on the grounds that these references are defective in establishing a 
prima facie case of obviousness with respect to claim 13 and, theieforB, claun 17 for the following 
mutually exclusive reasons. 
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1. Even when combined^ the references do not teach the chimed subject mutter 

As described above, when evaluating a claim for decennining obviousness, all limitations of the 
claim must be evaluated . However, neither Kitaevicb nor Yanof teach producing an energy path away 

firom the patient. Rather, both Kitaevich and Yanof teach pnxhicing a laser beam tov^^ As 
both of these features — ^located adjacent to the msortion device and producmg an energy path away fkrom 
ibo patient— ere requirements of claim 13, it is impossible to render obvious the subject matter of claim 13, 
as a whole, and the explicit terms of S 1 03 cannot be met. 

Thusi for these mutually exclusive reasons, the Examiner^s burden of factually supporting a prima 
fxcie case of obviousness has clearly not been met with respect to claim 13. ThereforB, Applicants 
respectfully request Examiner withdraw the rejection of claim 13 under 35 U.S.C. § 1 03(a}. 

Further, since claim 17 depends from and further limits claim 13 the Examiner's burden of 
factually supporting ^ prima facie case of obviousness has dearly not been met with respect to clann 17 
either. Therefore, Applicants re^ectfliUy request Examiner witfadi«w the rejection of claim 17 under 
35 U.8.C.§1 03(a) as well. 

2. The combtnation of references Is improper 

There is still another mutually exchisive and compelling reason why Kitaevich and Yanof cannot 
be applied to rqject claim 13 under 35 U,S.C. $ 103(a). That is^ nehher Kitaevich nor Yanof teaches, or 
even suggests, the desimbility of tfao combmation since neither teaches producing an energy path away 
fiom the patient, as specified above and as recited in claim 1 3. Thus, it is clear that neither reference 
provides any incentive or motivation supporting the deaiiBbility of the combination. Therefore, there is 
simply no basis in the art for combining the lefbencea to support a 35 U.S.C. § 103(a) rejection of 
claim 13. 

In this context, the courts have repeatedly held that, absent some teaching, suggestion or incentive 
supporting combination, obviousness cannot be established by combining the teachings of the prior art to 
produce the claimed invention. In the present case» it is clear that die Examiner's combination arises solely 
irom hindsight based on the invention and without any showmg. suggestion, incentive or motivation in 
either reference for the combination as applied to claim 13. ThereforB, for this mutually exclusive reason, 
the Examiner's burden of factually supporting a prima facie case of obviousness has clearly not been met 
with respect to claim 13. ThereibrQ, Applicants respectfully request Examiner withdraw the rejection of 
claim 1 3 under 3 5 U.S.C. § 1 03(a}. 
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Since claim 17 depends from and further limits claim 13 the Examiner's burden of facrtiialiy 
supporting a prima facie case of obviousness has clear]y not been met with respect to claim 1 7. Therefore, 
Applicams tespectfully request Examiner withdtmf the reject! 17under3S U.S,C. §103(a)as 

well 

Conclusion 

It is clear from all of the foregoing that indepradent claims 1, 13» 18, and 22 are in condition for 
allowance. Dq>endent claims 3-12, 14-17» 1 9-2 1« and 23-30 depend from and fuither limit the 
independent claims and thereibre are allowable as well. An early formal notice of allowance of claims 1 
and 3-30 is requested. 



Dated: _ ^/s/o C 

HAYNES AND BOONE, LLP 
901 Main Street. Suite 3100 
Dallas, Twws 75202-3789 
Telephone; 972/739-8640 
Facsimile: 214/200-0853 



Respectmlly submitted, 




•* ^ 

Andrew Lowes 
^ Registration No, 40,706 
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